BETAMETHASONE VALERATE - betamethasone valerate cream
BETAMETHASONE VALERATE - betamethasone valerate ointment
BETAMETHASONE VALERATE - betamethasone valerate lotion

E. FOUGERA & CO., A division of Nycomed US Inc.

Rx only
For Dermatologic Use Only
Not for Ophthalmic Use

DESCRIPTION
Betamethasone Valerate Cream, Ointment and L otion contain betamethasone valerate USP, a synthetic adrenocortico-steroid for
dermatologic use. Betamethasone, an analog of prednisolone, has a high degree of glucocorticoid activity and a slight degree of
mineralocorticoid activity.
Betamethasone valerate is a white to practically white odorless crystalline powder practically insoluble in water, freely soluble
in acetone and chloroform, solublein alcohol, and slightly soluble in benzene and ether. Chemically, it is 9-fluoro-118,17,21-
trihydroxy-16p-methylpregna-1,4-diene-3,20-dione 17-valerate. The structural formulais:
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Molecular Formula: C,,H, FO, Molecular Weight: 476.58
Each gram of the 0.1% Cream contains 1.2 mg betamethasone valerate (equivalent to 1 mg betamethasone) in a soft, white,
hydrophilic cream of purified water, mineral oil, white petrolatum, polyethylene glycol 1000 monocety! ether, cetostearyl alcohol,
monobasi ¢ sodium phosphate and phosphoric acid or sodium hydroxide; chlorocresol is present as a preservative.
Each gram of the 0.1% Ointment contains 1.2 mg betamethasone val erate (equivalent to 1 mg betamethasone) in an cintment base of
white petrolatum and mineral oil.
Each gram of the 0.1% L otion contains 1.2 mg betamethasone val erate (equivalent to 1 mg betamethasone) in a vehicle of isopropyl
alcohol and water dlightly thickened with carbomer 934P. Phosphoric acid or sodium hydroxide is used to adjust pH.

CLINICAL PHARMACOLOGY

Topical corticosteroids share anti-inflammatory, anti-pruritic and vasoconstrictive actions.

The mechanism of anti-inflammatory activity of the topical corticosteroidsis unclear. Various laboratory methods, including
vasoconstrictor assays, are used to compare and predict potencies and/or clinical efficacies of the topical corticosteroids. There is
some evidence to suggest that a recognizable correlation exists between vasoconstrictor potency and therapeutic efficacy in man.
Pharmacokinetics: The extent of percutaneous absorption of topical corticosteroids is determined by many factors including the
vehicle, the integrity of the epidermal barrier, and the use of occlusive dressings.

Topical corticosteroids can be absorbed from normal intact skin. Inflammation and/or other disease processes in the skin increase
percutaneous absorption. Occlusive dressings substantially increase the percutaneous absorption of topical corticosteroids. Thus,
occlusive dressings may be a valuable therapeutic adjunct for treatment of resistant dermatoses.

Once absorbed through the skin, topical corticosteroids are handled through pharmacokinetic pathways similar to systemically
administered corticosteroids. Corticosteroids are bound to plasma proteins in varying degrees. Corticosteroids are metabolized
primarily in the liver and are then excreted by the kidneys. Some of the topical corticosteroids and their metabolites are also excreted
into the bile.

INDICATIONS AND USAGE
Topical corticosteroids are indicated for the relief of the inflammatory and pruritic manifestations of cortico-steroid-responsive
dermatoses.

CONTRAINDICATIONS
Topical corticosteroids are contraindicated in those patients with a history of hypersensitivity to any of the components of the
preparation.

PRECAUTIONS

General: Systemic absorption of topical corticosteroids has produced reversible hypothalamic-pituitary-adrenal (HPA) axis
suppression, manifestations of Cushing's syndrome, hyperglycemia, and glucosuriain some patients.

Conditions which augment systemic absorption include the application of the more potent steroids, use over large surface areas,
prolonged use, and the addition of occlusive dressings.
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Therefore, patients receiving alarge dose of a potent topical steroid applied to alarge surface area should be evaluated periodically for
evidence of HPA axis suppression by using the urinary free cortisol and ACTH stimulation tests. If HPA axis suppression is noted, an
attempt should be made to withdraw the drug, to reduce the frequency of application, or to substitute a less potent steroid.

Recovery of HPA axis function is generally prompt and complete upon discontinuation of the drug. Infrequently, signs and symptoms
of steroid withdrawal may occur, requiring supplemental systemic corticosteroids.

Children may absorb proportionally larger amounts of topical corticosteroids and thus be more susceptible to systemic toxicity (See
PRECAUTIONS—Pediatric Use).

If irritation develops, topical corticosteroids should be discontinued and appropriate therapy instituted.

In the presence of dermatological infections, the use of an appropriate antifungal or antibacterial agent should be instituted. If
afavorable response does not occur promptly, the corticosteroid should be discontinued until the infection has been adequately
controlled.

Information for Patients. Patients using topical corticosteroids should receive the following information and instructions;

1. Thismedication isto be used as directed by the physician. It isfor external use only. Avoid contact with the eyes.

2. Patients should be advised not to use this medication for any disorder other than that for which it was prescribed.
3. Thetreated skin area should not be bandaged or otherwise covered or wrapped as to be occlusive unless directed by the physician.
4. Patients should report any signs of local adverse reactions especially under occlusive dressing.

5. Parents of pediatric patients should be advised not to use tight-fitting diapers or plastic pants on a child being treated in the diaper
area, as these garments may constitute occlusive dressings.

Laboratory tests: The following tests may be helpful in evaluating the HPA axis suppression:
Urinary free cortisol test

ACTH stimulation test

Carcinogenesis, M utagenesis and Impair ment of Fertility: Long-term animal studies have not been performed to evaluate the
carcinogenic potential or the effect on fertility of topical corticosteroids.

Studies to determine mutagenicity with prednisolone and hydrocortisone have revealed negative results.

Pregnancy: Teratogenic Effects—Pregnancy Category C. Corticosteroids are generally teratogenic in laboratory animals when
administered systemically at relatively low dosage levels. The more potent corticosteroids have been shown to be teratogenic after
dermal application in laboratory animals. There are no adequate and well-controlled studies in pregnant women on teratogenic effects
from topically applied corticosteroids. Therefore, topical corticosteroids should be used during pregnancy only if the potential benefit
justifies the potential risk to the fetus. Drugs of this class should not be used extensively on pregnant patients, in large amounts, or for
prolonged periods of time.

Nursing Mothers: It is not known whether topical administration of corticosteroids could result in sufficient systemic absorption

to produce detectable quantities in breast milk. Systemically administered corticosteroids are secreted into breast milk in quantities
not likely to have a deleterious effect on the infant. Nevertheless, caution should be exercised when topical corticosteroids are
administered to a nursing woman.

Pediatric Use: Pediatric patients may demonstrate greater susceptibility to topical corticoster oid-induced HPA axis
suppression and Cushing's syndromethan matur e patients because of a larger skin surface areato body weight ratio.
Hypothalamic-pituitary-adrenal (HPA) axis suppression, Cushing's syndrome, and intracranial hypertension have been reported in
children receiving topical corticosteroids. Manifestations of adrenal suppression in children include linear growth retardation, delayed
weight gain, low plasma cortisol levels, and absence of responseto ACTH stimulation. Manifestations of intracranial hypertension
include bulging fontanelles, headaches, and bilateral papilledema.

Administration of topical corticosteroids to pediatric patients should be limited to the least amount compatible with an effective
therapeutic regimen. Chronic corticosteroid therapy may interfere with the growth and development of children.

ADVERSE REACTIONS

The following local adverse reactions are reported infrequently with topical corticosteroids, but may occur more frequently with the
use of occlusive dressings. These reactions are listed in an approximate decreasing order of occurrence: burning, itching, irritation,
dryness, folliculitis, hypertrichosis, acneiform eruptions, hypopigmentation, perioral dermatitis, alergic contact dermatitis, maceration
of the skin, secondary infection, skin atrophy, striae and miliaria.

OVERDOSAGE
Topically applied corticosteroids can be absorbed in sufficient amounts to produce systemic effects (See PRECAUTIONS).
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DOSAGE AND ADMINISTRATION

Apply athin film of Betamethasone Vaerate Cream or Ointment to the affected skin areas one to three times a day. Dosage once or

twice aday is often effective.

Apply afew drops of Betamethasone Valerate Lotion to the affected area and massage lightly until it disappears. Apply twice daily,
in the morning and at night. Dosage may be increased in stubborn cases. Following improvement, apply once daily. For the most
effective and economical use, apply nozzle very close to affected area and gently squeeze bottle.

HOW SUPPLIED

Betamethasone Valerate Betamethasone Valerate
Cream USP, 0.1% Ointment USP, 0.1%

is supplied asfollows: issupplied asfollows:

15 g tubes NDC 0168-0040-15 15 g tubes NDC 0168-0033-15
45 g tubes NDC 0168-0040-46 45 g tubes NDC 0168-0033-46

Betamethasone Valerate

Lotion USP, 0.1%

issupplied asfollows:

60 mL bottles NDC 0168-0041-60
Shake well before using.

Store at controlled room temperature 15° - 30°C (59° - 86°F).
E. FOUGERA & CO.

A division of Nycomed US Inc.

Melville, NY 11747

1240D
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PACKAGE LABEL —PRINCIPAL DISPLAY PANEL —15 GRAM CONTAINER
NDC 0168-0040-15

Fougera®

BETAMETHASONE

VALERATE CREAM

USP, 0.1%

(Potency expressed as betamethasone)

Rx only

Each gram contains 1.2 mg betamethasone
valerate (equivalent to 1 mg betamethasone) in
a soft, white, hydrophilic cream of water, miner-
al ail, white petrolatum, polyethylene glycol
1000 monocetyl ether, cetostearyl alcohoal,
monobasi ¢ sodium phosphate and phosphor-

ic acid or sodium hydroxide; chlorocresol is
present as a preservative.

NET WT 15 grams

NDC 0168-0040-1% Hony

f Exch gram contins 12 mg betamethasore

lougerd ElE R

BETAMETHASONE asct il ol v, ier
3 ol iie peosin, pobetyee o

VALERATE CREAM it b
moncbasic sodum phnsphate and phosphav

USP o i acid or sodum hycode; chorocresol s

, 0.1% presentas apeceriie.

[Potency expressed as betamethasone) NET WT 15 grams

USUAL DOSAGE: Apply a thin film to the FOH EXTERNAL USE ONLY

affected skin areas one to three times a day. OR OPHTHALMIC USE

Dosage once or twice a day s often effective. oo conclediion lnjetative

See insert for complete information.

WARNING: Keep out of reach of children. See crimp of tube ""

0 OPEN: Use cap to puncture seal. 00”‘”" No. and Exp. Da‘e

IMPORTANT: Do ot use if seal has

been punciured or s notvisile.

E. FOUGERA & CO.

A division of Nycomed US Inc.

Melville, New York 11747 0168-0040-158

PACKAGE LABEL —PRINCIPAL DISPLAY PANEL —15 GRAM CARTON
NDC 0168-0040-15

Rx only

Fougera®

BETAMETHASONE VALERATE

CREAM USP, 0.1%

(Potency expressed as betamethasone)

FOR EXTERNAL USE ONLY

NOT FOR OPHTHALMIC USE

WARNING: Keep out of
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reach of children.
NET WT 15 grams
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BETAMETHASONE VALERATE WARNING: K out
CREAM USP, 0.1% oech of chden
(Potency expressed as betamethasone) NET WT 15 grams
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NDC 0168-0040-15 E]Oﬂ[‘/
fougera®
BETAMETHASONE VALERATE

CREAM USP, 0.1%
(Potency expressed as betamethasone) NET WT 15 grams

PACKAGE LABEL —PRINCIPAL DISPLAY PANEL —45 GRAM CONTAINER
NDC 0168-0040-46

Fougera®

BETAMETHASONE

VALERATE CREAM

USP, 0.1%

(Potency expressed as betamethasone)

Rx only

Each gram contains 1.2 mg betamethasone
valerate (equivalent to 1 mg betamethasone)
in a soft, white, hydrophilic cream of water,
mineral oil, white petrolatum, polyethylene
glycol 1000 monocety! ether, cetostearyl
alcohol, monobasic sodium phosphate

and phosphoric acid or sodium hydroxide;
chlorocresol is present as a preservative.
NET WT 45 grams

NDC 0168-0040-46 R} only

f— ® Each gram contains 1.2 mg betamethasone
rougera e
BETAMETHASONE %Z\ 1000 monctepf et SZ‘Z%QST
VALERATE CREAM  fiaiin et il
USP, 0.1% NET WT 45 grams

(Potency expressed as betamethasone)

USUAL DOSAGE: Apply a tin fim to FOR EXTERNAL USE ONLY.
the affected skin areas one fo three NOT FOR OPHTHALMIC USE.
times a day. Dosage once or wice Store at contolled room temperature
aday is often effectve. 15-30° (50° 86°F).

See nsert for complets nformaion.

WARNING: Keep out of reach of children. e e

TO OPEN: Use cap to punciure seal.

IMPORTANT: Do not use If seal has Xedzoh Ri207

d or is not visible.

E. FOUGERA & CO.
A division of Nycomed US Inc.
Melville, New York 11747

§'|0168»l040-JU2

PACKAGE LABEL —PRINCIPAL DISPLAY PANEL —45 GRAM CARTON
NDC 0168-0040-46
Rx only

®

Fougera
BETAMETHASONE VALERATE
CREAM USP, 0.1%

(Potency expressed as betamethasone)
FOR EXTERNAL USE ONLY

NOT FOR OPHTHALMIC USE
WARNING: Keep out of

reach of children.

NET WT 45 grams
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| BETAMETHASONE VALERATE

| CREAM USP, 0.1%

&
NET WT 45 grams

i | (Potency expressed as betamethasone)

PACKAGE LABEL —PRINCIPAL DISPLAY PANEL —60 ML CONTAINER
NDC 0168-0041-60

Fougera®

BETAMETHASONE

VALERATE

LOTION USP, 0.1%

(Potency expressed as betamethasone)
60 mL

FOR DERMATOLOGIC USE ONLY
NOT FOR OPHTHALMIC USE

Rx only

E. FOUGERA & CO.

A division of Nycomed US Inc.
Melville, New York 11747

NDC 0168-0041-60
fougera" [y
0168-0041
:

BETAMETHASONE h gram cortains 1.2 mg betamts
VALERATE e
LOTION USP, 0.1% Sy et ot s s

(Potency expressed as betamethasone) toadjust pH
60 mL USUAL BOSAGE: Apply a ew orops of

Satnbusers falree Loton to e
FOR DERMATOLOGIC USE ONLY

e Aoy o sy s g
NOT FOR OPHTHALMIC USE
monly

and at night. See package insert for ful
prescribing information and - read
‘accompanying dirsctions carefully
S WL srORE e
xch of chidren.
UGERA & CO.

Adiiion f Rycomea Us rc.
Melvill, New York 11747

of rea
Store at comm“sd =5 temDeva e
ay fom heat.

Fricet ot
L2si60r Arz07

PACKAGE LABEL —PRINCIPAL DISPLAY PANEL —60 ML CARTON

NDC 0168-0041-60

Fougera®

BETAMETHASONE

VALERATE

LOTION USP, 0.1%

(Potency expressed as
betamethasone)

60 mL

FOR DERMATOLOGIC USE ONLY
NOT FOR OPHTHALMIC USE
Each gram contains 1.2 mg
betamethasone valerate (equivalent

to 1 mg betamethasone) in avehicle
of isopropyl alcohol and water sightly
thickened with carbomer 934P.
Phosphoric acid or sodium hydroxide
is used to adjust pH.

Rx only

E. FOUGERA & CO.

A division of Nycomed US Inc.
Melville, New York 11747
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fougera®

VALERATE
LOTION USP, 0.1%

60 mL

FOR DERMATOLOGIC USE ONLY

0T FOR OPHTHALMIC USE
Eacn

@ 1.0 Mag. Justified."

PACKAGE LABEL —PRINCIPAL DISPLAY PANEL —15 GRAM CONTAINER
NDC 0168-0033-15

Fougera®

BETAMETHASONE
VALERATE OINTMENT

USP, 0.1%

(Potency expressed as betamethasone)
Rx only

Each gram contains 1.2 mg
betamethasone valerate

(equivalent to 1 mg betamethasone)
in an ointment base of white
petrolatum and mineral oil.

NET WT 15 grams

NDC 01 68—0033; 5 R only
ougera Each gram contains 1.2 mg
betamethasone valerate

BETAMETHASONE (equivalent to 1 mg betamethasone)
VALERATE OINTMENT in an ointment base of white

petrolatum and mineral oil.

USP, 0.1%

(Potency expressed as betamethasone) NET WT 15 grams
FOR EXTERNAL USE ONLY.

USUAL DOSAGE: Apply a thin fim to the affected NOT FOR OPHTHALMIC USE

iskin areas one o three times a day. Dosage once Store at controlled room temperature

or twice a day i often effective. 15°30°C (59"-86°F).

See insert for complete information. See crimp o tube for

WARNING: Keep out of reach of children. Control Noand Exp. Date.

'TO OPEN: Use cap to puncture seal.

IMPORTANT: Do ot use if seal has been
punctured ot is not visible.

E. FOUGERA & CO.

A division of Nycomed US Inc.
Melville, New York 11747

|I|I||III I||L 1l I| |||

033-15

PACKAGE LABEL —PRINCIPAL DISPLAY PANEL —15 GRAM CARTON
NDC 0168-0033-15

Fougera®

BETAMETHASONE

VALERATE OINTMENT

USP, 0.1%

(Potency expressed as betamethasone)
Rx only

FOR EXTERNAL USE ONLY

NOT FOR OPHTHALMIC USE
WARNING: Keep out of reach

of children.

NET WT 15 grams
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e Blony s
sone valerats (equivaento 1 mg
BETAMETHASONE betaneesone) 1 onen bese o
ALER £ OTIMENT: At patopt and it o
USP, 0.1%
(Potency expressed as betamethasone) NET WT 15 grams
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PACKAGE LABEL —PRINCIPAL DISPLAY PANEL —45 GRAM CONTAINER
NDC 0168-0033-46

Fougera®
BETAMETHASONE
VALERATE OINTMENT
USP, 0.1%

(Potency expressed as betamethasone)
Rx only

Each gram contains 1.2 mg
betamethasone valerate (equiva
lent to 1 mg betamethasone) in
an ointment base of white petro-
latum and mineral oil.

NET WT 45 grams

NDC 0168-0033-46 Bony
Each gram contains 1.2 mg

fougerc 2 betamethasone valerate (equiva-

lent to 1 mg betamethasone) in
BETAMETHASONE [ s
VALERATE OINTMENT
USP, 0.1% NET WT 45 grams

(Potency expressed as betamethasone)

USUAL DOSAGE: Apply a thin film to the FOR EXTERNAL USE ONLY.
affected skin areas one to three times a day. NOT FOR OPHTHALMIC USE.

Dosage once or twice a day is often effective. Store at controlled room
Ses insert for complte nformation, temperature 15°-30°C (59°-86°F).
(G: Keep out of reach of children. See crimp of tube for
TOOPEN: Use cap to puncture seal. Cantiol Nog s Exp. Date.
IMPORTANT: Do not use if seal has i
been punctured or is not visible. Xa422A R12107

AV

PACKAGE LABEL —PRINCIPAL DISPLAY PANEL —45 GRAM CARTON
NDC 0168-0033-46

Fougera®

BETAMETHASONE VALERATE
OINTMENT USP, 0.1%

(Potency expressed as betamethasone)
Rx only

FOR EXTERNAL USE ONLY

NOT FOR OPHTHALMIC USE
WARNING: Keep out of reach

of children.

NET WT 45 grams

¥%0168-b033- 884 Sem s estorCont, s O

NDC 0168-0033-46 Bony

E. FOUGERA & CO.
A division of Nycomed US Inc.
Melville, New York 1
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FOR EXTERNAL USE ONLY

fougera .. NOT FOR OPHTHALMIC USE 'Q g

BETAMETHASONE VALERATE YATONG, Kmp it oGk«
OINTMENT USP, 0.1% E]ﬂ S
(Potency expressed as betamethasone) NETWT 45 grams Clusgg

R e o peomid US tnc, Mells, New York 11747

S
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fougera® orinent bace of whie
BETAMETHASONE VALERATE andminra ol
Poteney oxrossed 2t etomtasone)  NETVIT 45 grams
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